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9. SUMMARY OF SAFETY AND EFFECTIVENESS

TSST-1, Toxin testing was conducted; results are in the range of values of commercially
sold tampons and there are no significant differences between Playtex Tampons #12496
(Slimfit Tampon) and the predicate device (Exhibit 4).

Syngyna test results are reported in Section 6 - Regular and Super absorbency ranges are
within 6-9 gms and 9-12 gms respectively.

Dioxin Analysis - Not detectable at limits of detection of HRGG/HRMS Method 8290
(Triangle Labs, North Carolina). Summary provided in Exhibit 5.




